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RULES  AND  REGULATIONS 


Title  42— Public  Health 

CHAPTER  I— PUBLIC  HEALTH  SERVICE, 
DEPARTMENT  OF  HEALTH,  EDUCATION, 
AND  WELFARE 

SUBCHAPTER  I— MEDICAL  CARE  QUALITY  AND 
COST  CONTROL 

PART  101— PROFESSIONAL  STANDARDS 
REVIEW 

Interim  Hearings  and  Appeals  of  Proiesp 
sional  Standards  Review  Organization 
Determination 

The  Assistant  Secretary  for  Health  of 
the  Department  of  Health,  Education, 
and  Welfare,  with  the  approval  of  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare,  hereby  adopts  interim  regulations, 
entitled  “Hearings  and  Appeals  of  Pro¬ 
fessional  Standards  Review  Organization 
Determinations,”  designated  as  Subpart 
N  of  Part  101  of  Title  42,  Code  of  Federal 
Regulations.  Notice  of  nilemaking,  public 
participation  and  delay  in  effective  date 
have  been  omitted  in  the  issuance  of  the 
following  regulations  as  impractical  and 
contrary  to  the  public  interest,  and  it  is 
hereby  found  that  good  cause  exists,  as 
set  out  below,  for  making  these  interim 
hearing  regulations  effective  immedlaAely 
on  pubhoation  in  the  Feoesal  Register. 

Section  1139  (a)  of  the  Social  Security 
Act  (42  U.S.C.  i  1320-t)  provides  for  re¬ 
consideration  of  a  Professional  Stand¬ 
ards  Review  Organization  (PSRO)  deter¬ 
mination  by  the  PSRO  and.  If  such  deter¬ 
mination  is  reafihmed  hv  the  PSRO  and 
the  matter  in  controversy  is  $100  or  more, 
for  review  by  the  professional  members 
of  the  Statewide  Professional  Standards 
Review  Coimcil,  if  one  has  been  estab¬ 
lished  in  the  State.  Section  1159(b)  pro¬ 
vides  that,  where  the  determination  of 
the  Statewide  Professional  Standards 
Review  Coimcil  is  adverse  to  the  bene* 
ficiary  or  recipient  (or  where  there  is  no 
such  Council  in  a  State  and  where  the 
matter  in  controversy  is  $100  or  more), 
such  beneficiary  or  recipient  shall  be  en¬ 
titled  to  a  hearing  thereon  by  the  Secre¬ 
tary  to  the  same  extent  as  is  provided  in 
section  205(b)  of  the  Social  Securi^  Act. 
The  Secretary  will  render  a  decision  only 
after  appropriate  professional  consulta¬ 
tion  on  the  matter.  Section  1159(c)  pro¬ 
vides  that  any  review  or  appeals  provided 
under  this  section  shall  be  in  Ueu  of  any 
review,  hearing  or  appeal  under  the  Act 
with  respect  to  the  same  issue. 

It  is  anticipated  that  regulations  will 
be  Issued  in  the  near  future  which  will 
deal  with  the  assumption  by  conditional 
PSROs  of  full  responsibility  for  making 
the  medical  determinations  set  forth  in 
section  1155(a)  (1)  of  the  Social  Security 
Act.  Such  determinations  will  be  con¬ 
clusive  with  regard  to  issues  in¬ 

volved  in  the  payment  or  denial  of  Hn.img 
under  Titles  XVm  and  XIX  of  the 
Socisd  Security  Act.  Moreover,  several 
conditional  PSROs  have  already  entered 
Into  agreements,  with  the  approval  of  the 
Secretary,  with  Medicaid  State  agencies 
and  Medicare  fiscal  agents  under  which 
the  PSROs  are  presently  responsible  tor 
making  conclusive  medical  determina¬ 
tions  for  claims  payment  purposes. 

When  (xmditional  PSROs  have  as¬ 
sumed  full  review  responsibility  pursu¬ 


ant  to  these  regulations,  beneficiaries 
and  recipients  must  be  afforded  the  right 
to  reconsiderations,  hearings  and  lyipeals 
as  provided  by  section  1159  of  the  Social 
Security  Act.  Hence,  it  is  necessary  that 
the  Secretary  provide  regulations  for  re¬ 
considerations,  hearings  and  appeals 
IKOcedures  under  section  1159  immedi¬ 
ately  and  on  an  interim  basis.  These  reg¬ 
ulations  provide  that  the  hearings  and 
appeals  procedures  utilized  by  the  Bureau 
of  Hearings  and  Appeals  of  the  Social 
Security  Administration  for  beneficiary 
appeals  under  Title  XVm,  Part  A,  of  the 
Social  Security  Act  shall  be  applicable 
on  an  Interim  basis  to  all  hearings  and 
i^ipeals  of  PSRO  determinations, 
whether  the  claims  Involved  arise  under 
Title  XVin  (Medicare)  or  Title  XIX 
(Medicaid).  While  these  regulations  in¬ 
corporate  many  of  the  procedures  now 
in  effect  for  hearings  under  Title  XV III 
with  respect  to  Medicare  claims,  this 
procedure  will,  in  accordance  with  sec¬ 
tion  1159(c)  of  the  Social  Security  Act, 
replace  entirely  the  fair  hearings  pro¬ 
vided  for  under  State  plans  as  required 
by  section  1902(a)  (3)  of  the  Social  Se¬ 
curity  Act,  with  respect  to  determina¬ 
tions  by  a  PSRO  which  has  assumed  full 
responsibilily  for  the  review  of  services 
and  items  provided  in  specified  health 
care  Institutions,  on  the  issues  of 
whether:  (a)  he^th  care  services  and 
items  are  or  were  medically  necessary; 
(b)  the  quality  of  such  services  meets 
professionally  recognised  standards  of 
care;  and  (c)  in  inpatient  cases,  the 
services  and  items  could  be  more  appro¬ 
priately  provided  on  an  outpatient  basis 
or  in  a  different  type  of  facility.  Medic¬ 
aid  hearings  will  continue  to  be  provided 
in  accordance  with  the  ain>licable  State 
plan  with  respect  to  other  issues,  such 
as  coverage  and  eligibility,  as  provided 
by  law,  and  as  to  the  denial  of  claims  on 
medical  issues  for  services  provided  in 
those  hospitals  where  a  PSRO  has  not 
assumed  full  review  responsibility. 

Proposed  regulations  are  being  devel¬ 
oped  under  section  1159  of  the  Social 
Security  Act,  to  govern  the  reconsid¬ 
eration,  hearings  and  appals  of  PSRO 
determinations.  Procedures  for  recon¬ 
siderations  with  which  the  PSROs  must 
comply  under  agreements  with  the  Sec- 
retary  are  set  forth  in  Chapter  XIX  of 
the  PSRO  Program  Manual  Issued  by  the 
Secretary.  Copies  of  the  PSRO  Program 
Manual  may  be  (Stained  from  the  appro¬ 
priate  Regional  Office  of  the  Deptirtment 
of  Health,  Education,  and  Welfare  or 
from  the  Office  of  the  Director,  Bureau 
of  Quality  Assurance,  Room  16A55,  5600 
Ptehers  Lane,  Rockville.  Maryland  20852. 

Interested  persons  are  invited  to  sub¬ 
mit  written  comments,  suggestimis  or  ob- 
jectkms  concerning  Subpart  N  to  the  Di¬ 
rector,  Bureau  of  Quality  Assurance, 
Health  Service  Administration,  Room 
16A55,  5600  Fishers  Lane.  RockvUle, 
Maryland  20852,  on  or  before  March  22, 
1976.  All  comments  received  in  time¬ 
ly  response  will  be  considered  and  will 
be  available  for  public  inspection  in  the 
above-named  office  during  regular  busi¬ 
ness  hours. 


llieBe  regulations  are  effective  Febru¬ 
ary  ao,  1876. 

Dated;  October  10,  1975. 

Theodore  Cooper, 
As^tant  Secretary  for  Health. 

Approved:  F^ruary  4,  1976. 
lEaajORiB  Lynch, 

Attbug  Secretary. 

SMbpart  N— Maarings  and  Appeals  of  Professional 
Stendarda  Raview  OfEanization  Determinations 

tatwim  RaiNMioaa 

See. 

1QU401  AppUioabillty  of  section  1159(b) 
liaarlng  procedures. 

101.1402  BlgbR  to  reconsideration,  review 
and  hearing. 

101.1409  TMtteatlon  of  procedures  under 
Title  XVin,  Part  A  of  the  Social 
Security  Act. 

101.1404  rrofseslonal  consultation. 

101.1400  Determining  amount  in  contro¬ 
versy  In  ease  of  proposed  services. 
101.1406  Ught  to  Judicial  review. 

AuTHoairT:  Section  1160  of  the  Social  Se¬ 
curity  Act;  Section  24eP.  Pub.  L.  92-003;  06 
Stat.  1420-1446  (42  n.S.C.  1320C-8);  Section 
1102  of  tfaa  Social  Security  Act,  49  Stat.  647 
as  amended  (42  n.S.C.  1302). 

§  101.1401  AppKcabality. 

The  ragtdations  of  this  subpart  are 
applicable  to  hearings  provided  by  the 
Secretary  pursuant  to  section  1159(b)  of 
the  Social  Seeurity  Act  (hereinafter  “the 
Act”)  with  regard  to  determinations  un¬ 
der  secticm  1155(a)  of  the  Act  by  a  PSRO, 
including  a  oonditional  PSRO,  which  has 
assumed  full  review  responsibility  in 
specified  health  care  institutions. 

§  101.1402  Right  to  reconsideration,  re¬ 
view  and  hearing. 

la)  Any  beneficiary  or  recipient  who  is 
entitled  to  benefits  under  the  Act  (other 
than  Title  V),  or  a  provider  or  practi¬ 
tioner  who  is  dissatisfied  with  a  deter- 
mination,  with  respect  to  a  claim,  made 
by  a  Professional  Standards  Review  Or¬ 
ganization  in  carrying  out  its  responsibil¬ 
ities  for  the  review  of  professional  activ¬ 
ities  in  aoeordance  with  paragraphs  (1) 
and  (2)  of  section  1155(a)  of  the  Act 
Shan,  fffter  being  notified  of  such  deter- 
|)e  entitled  to  a  reconsidera¬ 
tion  thereof  by  the  Professional  Stand¬ 
ards  B^ew  Organization,  and,  where 
the  Prafeuional  Standards  Review  Or- 
gantetion  reaffirms  su(di  determination 
in  a  State  vrtiich  has  established  a  State¬ 
wide  PrafeKional  Standards  Review 
Gouncfl,  and  where  the  matter  in  con- 
troTeesy  h  $100  or  more,  such  determi¬ 
nation  diaU  be  reviewed  by  professional 
members  of  su^  Council  and,  if  the 
Council  so  detennines,  revised. 

(h)  Wbete  the  detennination  of  a 
Statewide  Prof  essimial  Standards  Review 
Council  is  adverse  to  the  b^eficiary  or 
recipient  (or  where  there  is  no  such 
OouncD  in  a  State  and  where  the  matter 
in  oontroytfsy  is  $100  or  more),  such 
beneflciaKy  or  recipient  shall  be  entitled 
to  a  hearing  thereon  by  the  Secretary 
to  the  same  extent  as  provided  In  section 
20S(b)  of  theAct. 

(c)  Any  review  or  appeal  provided  un¬ 
do:  this  section  tfiaQ  he  in  Ueu  of  any 
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review,  hearing  or  appeal  under  the  Act 
with  respect  to  the  same  issue. 

§  101.1403  Utilisation  of  Title  XVIII, 
Part  A,  hearing  procedures. 

The  procedures  specified  In  §§  405.722 
(time  and  place  of  filing  request  for 
hearing),  §§  405.740  through  405.747  (de¬ 
termining  amount  In  controversy) , 
§§404.919  through  404.952  and  404.954 
throuidi  404.956  (procedures  for  conduct 
of  hearings  and  Appeals  Council  review) ; 
§§405.750,  404.958,  404.961  through 

404.963,  and  404.966  (reopening  Initial  or 
reconsidered  determinations  and  hear¬ 
ings  or  Appeals  Council  decisions) ;  and 
§§  404.971  through  404.973  (representa¬ 
tion  of  parties)  of  Title  20  Code  of  Fed¬ 
eral  Regulations,  except  to  the  extent 
Inconsistent  with  specific  provisions  of 
this  Subpart  N,  shall  govern  hearings 
under  section  1159(b)  of  the  Act. 

§  101.1404  Professional  consultatioii. 

(a)  Any  decision  made  by  an  Admin¬ 
istrative  Law  Judge  with  regard  to  a 
PSRO  determination  shall  be  made  only 
after  receiving  and  considering  ai^ro- 
prlate  professional  consultation  on  the 
matter. 

(b)  Professional  consultation  shall  be 
obtained  by  the  Administrative  Law 
Judge,  In  the  form  oi  either  testimony  or 
written  opinioQ,  from  an  impartial  med¬ 
ical  advisor  sheeted  by  the  Social  Secu¬ 


rity  Administration  In  each  matter  which 
he  is  to  decide  \mder  section  1159(b). 
Such  consultation  shall  be  part  of  the 
record,  and  shidl  be  considered  by  the 
Admlntstratlve  Law  Judge  along  with 
other  evidence  of  record  In  deciding  the 
Issues  before  bim. 

(1)  Each  party  shall  have  the  right  to 
examine  all  evld^ce  of  record,  inniudiTig 
that  obtained  from  the  medical  advlsm:, 
and  to  present  rebuttal  evidence.  Such 
r^uttal  evidence  shall  be  made  part  of 
the  record  for  consideration. 

(2)  Such  consultation  shall  be  ren¬ 
dered  by  a  licensed  doctor  of  medicine 
or  osteopathy  whenever  the  health  care 
services  or  items  In  question  were  pro¬ 
vided  or  proposed  to  be  provided  by  an¬ 
other  licensed  d(X)tor  of  medicine  or 
osteopathy. 

(3)  No  professional  advisor  shall  be 
utilized  to  provide  such  consiiltation  if: 
(i)  he  was  directly  or  indirectly  Involved 
in  providing  the  services  which  are  the 
subject  of  the  hearing;  (11)  he  or  any 
member  of  his  family  has,  directly  or 
indirectly,  any  financial  Interest  in  the 
institution  in  which  such  services  were 
provided  or  were  proposed  to  be  pro¬ 
vided;  (ill)  he  participated  In  the  PSRO 
Initial  or  reconsidered  determinatlmis  or 
the  Statewide  Council  determlnatl(m 
which  Is  the  subject  of  the  hearing;  (iv) 
he  has  staff  prl^eges  in  the  institutimi 
in  which  such  services  were  provided  or 


proposed  to  be  provided;  or  (v)  he  is  a 
member  of  the  governing  body  of  the 
PSRO  or  a  member  of  the  Statewide 
Council  which  rendered  a  determination 
in  the  matter. 

§  101.1405  Determining  amount  in  con¬ 
troversy  in  case  of  proposed  services. 

Where  s^rices  or  Items  proposed  to 
bo  provided  have  been  disapproved  by 
the  PSRO.  the  amount  In  controversy 
shall  be  determined  upon  the  basis  of 
reasonable  estimates  ot  the  amounts 
which  would  be  charged  the  individual 
if  such  services  or  Items  were  provided, 
and  shall  be  (X)mputed  in  accordance 
wltii  the  principles  set  forth  In  section 
405.740  of  20  CPR. 

§  101.1406  Right  to  judicial  review. 

To  the  extent  authorized  by  sectlcm 
1159(b)  oi  the  Act,  a  party  to  a  decision 
of  the  Appeals  Council  (see  section  404.- 
950  of  20  CFR) ,  or  the  decision  of  an  Ad¬ 
ministrative  Law  Jud^  where  the  re¬ 
quest  for  review  by  the  Appeals  Council 
was  denied,  may  obtain  a  court  review 
where  the  amount  in  controversy  after 
Appeals  Council  review  Is  $1,000  or  more, 
by  filing  a  civil  actlcm  In  a  district  court 
of  the  United  States  in  accordance  with 
the  provisions  of  secthm  205(g)  of  the 
Act  (see  I  422.210  of  20  CFR  for  fiUny 
procedure). 

(FR  O00.76-4M6  FU«d  2-10-76:8:46  am] 
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